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DETAILED ACTION 

Applicants' arguments, filed 3/31/2008, have been fully considered but they are 
not deemed to be persuasive. Rejections and/or objections not reiterated from previous 
office actions are hereby withdrawn. The following rejections and/or objections are 
either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

New Matter Rejection 

Claims 1, 8, 9, 11, 12 and 27 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

Claim 1 has been amended to recite the phrases "a granular material" and 
"partially pregelatinized starch." Applicant states that support for these amendments to 
claim 1 can be found in claims 5, 6, 7 and 10, and at page 13 line 8. However, these 
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cancelled claims nor the specification at page 13 support these amended phrases. 
These phrases, therefore, constitute new matter. 

Indefiniteness Rejection 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1,8, 9, 11, 12 and 27 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

The term "partially pregelatinized starch" in claim 1 is a relative term which 
renders the claim indefinite. The term "partially" is not defined by the claim, the 
specification does not provide a standard for ascertaining the requisite degree, and one 
of ordinary skill in the art would not be reasonably apprised of the scope of the 
invention. It is not clear to what degree the starch has to be partially pregelatinized to 
satisfy the metes and bounds of the claimed invention. 

Claim Rejections - 35 USC § 103 

Applicant argues that a person of ordinary skill in the art would not formulate the 
instant composition based on the broad nature teachings of Ishihara. Applicant argues 
that the present invention has unexpectedly superior and unpredictable advantages 
over Ishihara, which is discussed in the affidavit submitted by Tsuyoshi Naganuma. In 
the affidavit, Naganuma describes a test performed comparing a formulation of the 
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instant invention with that of a formulation from Ishihara. Naganuma discusses how, the 
formulation of the instant invention has a higher dissolution than that of the formulation 
from Ishihara. The affidavit also discussed filling problems during encapsulation with 
the Ishihara example. 

However, applicant's data shown by affidavit and the newly amended claims 
include limitations that were not considered in the previous action, e.g. partially 
pregelatinized starch. This limitation is also not taught by the prior art references. 
Accordingly, applicant's arguments are moot, and a new ground of rejection has been 
made below. 

New Rejection Necessitated by Applicant's Amendment 

Claims 1, 8, 9, 11, 12 and 27 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kitazawa et al., (previous) in view of Ishihara et al., (previous) and in 
further view of Salpekar et al., (US 4,757,090) and Shah (US 5,370,878). 

Kitazawa et al., and Ishihara et al., (taught previously), differs from the instant 
claims insofar as it does not teach a capsule comprising partially pregelatinized starch 
wherein 85% dissolution time is not more than 60 minutes. 

Salpekar et al. teach a composition of acetaminophen useful in direct tableting 
process, where pregelatinized starch is included in an amount effective for imparting to 
the composition a short dissolution time, e.g. about 20 minutes or less for 80% or more 
of active the active compound to dissolve. (See abstract, and col. 2, lines 60-66.) They 
teach adding lubricants such as sodium lauryl sulfate, magnesium stearate at 0.10 to 
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about 1 percent based on the dry weight of the composition. (See col. 3, lines 13-23.) 
These amounts are such that disintigration, dissolution time will not be increased. (See 
col. 3, lines 5-10.) Salpekar does not teach a compound formula of claim 1 . 

Shah also teaches a composition with short dissolution time, but suggests using 
either partially or completely pregelatinized starch. (See col. 3, lines 56-64.) Shah does 
not teach a compound formula of claim 1 . 

It would have been obvious to a person having ordinary skill in the art at the time 
of applicant's invention to formulate the capsule of Kitazawa to include D-mannitol, 
partially pregelatinized starch, sodium lauryl sulfate and a lubricant such as magnesium 
stearate. Ishihara et al, provides motivation for combining D-mannitol, pregelatinized 
starch (see [620]), sodium lauryl sulfate, magnesium stearate, and a light shielding 
capsule with titanium oxide with the formula of claim 1 . However, Ishihara does not 
provide motivation for adding partially pregelatinized starch. Salpekar provides 
motivation for specifically adding pregelatinized starch, since it decreases dissolution 
time to about 20 minutes or less where 80% or more the active compound is dissolved. 
Shah provides that pregelatinized and partially pregelatinized starch are both available 
for use in a composition with low dissolution time. The artisan would therefore have a 
reasonable expectation of similar success using partially pregelatinized starch and 
pregelatinized starch. Salpekar also provides motivation for using equal parts of 
magnesium stearate and sodium lauryl sulfate, e.g. 1%, which meets the limitations of 
claims 9 and 27. 
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Based on these teachings of the prior art, the results obtained in the declaration 
would have been expected, i.e. the artisan would have expected a short dissolution time 
not more than 60 minutes wherein 85% of the active compound is dissolved when 
pregelatinized or partially pregelatinized starch is made part of the composition. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Walter E. Webb whose telephone number is (571) 270- 
3287. The examiner can normally be reached on 8:00am-4:00pm Mon-Fri EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Frederick F. Krass can be reached (571) 272-0580. The fax phone number 

for the organization where this application or proceeding is assigned is 571-273-8300. 

Walter E. Webb 
/Walter E Webb/ 
Examiner, Art Unit 1612 



/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



